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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application, to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 



3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [3 Claim(s) 7-702 is/are pending in the application. 

4a) Of the above ciaim(s) 1-11.13-30.32-44 and 70 is/are withdrawn from consideration. 

5) D Ciaim(s) __ is/are allowed. 

6) [X] Claim(s) 12. 37. 45-69 and 71-102 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2a)iEl 



Responsive to communication(s) filed on 29 December 2003 . 
This action is FINAL. 2b)D This action is non-final. 
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4) □ Interview Summary (PTO-413) 
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DETAILED ACTION 

This Office Action is s response to Applicants Amendment and Remarks filed September 
28, 2004. 

Claims 1-102 are pending in the instant application. Claims 1-11, 13-30, 32-44 and 70 
are withdrawn from further consideration pursuant to 37 CFR 1.142(b), as being drawn to a 
nonelected invention, there being no allowable generic or linking claim. Applicant timely 
traversed the restriction (election) requirement on June 30, 2002. 

Claims 12, 31, 45-69, and 71-102 have been examined on the merits. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Change in Power of Attorney 

Applicant's change in Power of Attorney filed September 28, 2004 is acknowledged. 

Specification 

The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code. Applicant is required to delete the embedded hyperlink and/or 
other form of browser-executable code. See MPEP § 608.01. Appropriate correction is required. 

The lengthy specification has not been checked to the extent necessary to determine the 
presence of all possible minor errors. Applicant's cooperation is requested in correcting any 
error of which Applicant may become aware in the disclosure. 
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Withdrawal of Finality 

Applicants received a Final Office Action mailed March 22, 2004. After careful 
reconsideration of the claims, the Examiner has decided to reopen prosecution of the instant 
application because 35 U.S.C. 1 12, first paragraph issues were not raised by the Examiner earlier 
during prosecution. The Final Office Action mailed March 22, 2004, is vacated and a new Non- 
Final Office Action on the merits follows. 

Response to Arguments 

In the previous Office Action mailed March 22, 2004, claims 12, 31, 45-69 and 71-102 
were rejected under 35 U.S.C. 112, first paragraph, as containing subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

In response to this rejection, Applicants argue that neither the independent claims, nor the 
claims dependent thereon, are drawn to an invention that encompasses "any gene product in a 
cell whose activity is reduced by an antisense, thereby producing a sensitized cell", as argued by 
the Examiner. Applicants contend that the claims are drawn to providing an antisense nucleic 
acid to reduce the activity or amount of a gene product whose activity or amount is reduced by 
an antisense comprising a nucleotide sequence having a specific sequence identification number, 
namely elected SEQ ID NO: 1463. Applicants also argue that the specification describes several 
yphC genes from a variety of cells, the gene products encoded by those genes, and antisense 
nucleic acids that are capable of reducing the activity or amount of such yphC gene product. 
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Applicants argue that this description is in accordance with the Written Description Guidelines 
(66 FR 1099, January 5, 2001). 

Applicant's arguments have been fully considered and are found persuasive by the 
Examiner. Specifically, the Examiner agrees that the claims are drawn to providing an antisense 
nucleic acid to reduce the activity or amount of a gene product whose activity or amount is 
reduced by an antisense comprising a nucleotide sequence having a specific sequence 
identification number, namely elected SEQ ID NO:1463. The Examiner has also been persuaded 
by Applicants Remarks regarding that the specification describes several yphC genes from a 
variety of cells, the gene products encoded by those genes, and antisense nucleic acids that are 
capable of reducing the activity or amount of such yphC gene product. Therefore, in view of 
Applicants arguments, the 35 U.S.C. 112, first paragraph rejection against claims 12, 31, 45-69 
and 7 1 - 1 02 for written description is withdrawn. 

^ Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 12, 31, 45-69, and 71-102 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. This is a written description rejection. 
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Applicant is referred to the interim guidelines on written description published on 
December 21, 1999 in the Federal Register at Volume 64, Number 244, pp. 71427-71440. 

Vas-Cath Inc. v. Mahurkar, 19 USPQ2d 1111, makes clear that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 
in possession of the invention. The invention is, for purposes of the 'written description' inquiry, 
whatever is now. claimed." (see page 1117). The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invention what is claimed." (See Vas-Cath at 
page 1116). 

The specification provides adequate written description for a method for screening a 
candidate compound for the ability to reduce cellular proliferation comprising providing a 
sublethal level of an antisense nucleic acid comprising SEQ ID NO: 1463, which reduces the 
activity of a gene product required for cellular proliferation, thereby producing sensitized 
bacterial cells, as described in claims 101 and 102. 

However, the claims are so broad as to encompass producing any type of sensitized cell, 
including cells from higher organisms. A sequence search of the relevant art reveals that SEQ 
ID NO: 1463 is an antisense nucleic acid 100% complementary to the YphC gene of the 
Staphylococcus aereus bacterium (see attached sequence hit list). It is noted that the prior art hit 
list reflects only microbial cells, and not higher organisms. Applicant's arguments, filed 
December 29, 2003 describe the YphC gene as being required for proliferation of 
Staphylococcus auerus (see Applicants Remarks, page 2, first paragraph). It appears that the 
prior art and Applicants Remarks filed December 29, 2003 describe that SEQ ID NO: 1463 will 
only target and sensitize bacterial cells, as opposed to any cell, including cells from higher 
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organisms as broadly claimed. The species specifically disclosed is not representative of the 
genus because the genus is highly variant (e.g. protista cell, bacterial cell, fungal cell, plant cell, 
animal cell, etc.). Given the broadness of the sensitized cell encompassed in the claimed 
methods, the disclosure of the specification provides insufficient written description to support 
the genus encompassed by the claim. 

Claims 31, 45-69, 71-84, and 102 are drawn to a method for screening a candidate 
compound for the ability to reduce cellular proliferation comprising providing a sublethal level 
of an antisense nucleic acid having at least 97%, 95%, 90% 85%, 80%, 70% sequence identity to 
SEQ ID NO: 1463, which reduces the activity of a gene product required for cellular 
proliferation, thereby producing a sensitized cell. 

The specification as filed teaches providing a sublethal level of an antisense nucleic acid 
comprising SEQ ID NO: 1463, which reduces the activity of a gene product required for cellular 
proliferation, thereby producing a sensitized bacterial cell, as described in claims 101 and 102. 
The specification as filed fails to adequately describe providing a sublethal level of an antisense 
nucleic acid having at least 97%, 95%, 90% 85%, 80%, 70% sequence identity to SEQ ID 
NO: 1463, which reduces the activity of a gene product required for cellular proliferation, thereby 
producing a sensitized cell. 

With limited disclosure provided by the specification, the skilled artisan cannot envision 
those antisense nucleic acids with varying degrees of sequence identity to SEQ ID NO: 1463, 
which reduces the activity of a gene product required for cellular proliferation, thereby producing 
a sensitized cell. This functional limitation itself is not sufficient to provide a structure/function 
relationship for meeting the written description requirement because it is not clear what structure 
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the antisense nucleic acids with varying degrees of sequence identity to SEQ ID NO: 1463 would 
have by the recitation of the functionality alone, "reduces the activity of a gene product required 
for cellular proliferation, thereby producing a sensitized cell". The specification provides no 
guidance in this regard. The claimed invention as a whole is not adequately described if the 
claims require essential or critical elements which are not adequately described in the 
specification. Possession may be shown by actual reduction to practice, clear depiction of the 
invention in a detailed drawing, or by describing the invention with sufficient relevant 
identifying characteristics such that a person skilled in the art would recognize that the inventor 
had possession of the claimed invention. Pfaff vs. Electronics, Inc., 48 USPQ2d, 1641, 1646 
(1998). 

One cannot describe what one has not conceived. See Fiddes v. Baird, 30 USPQ2d 1481, 
1483. In Fiddes, claims directed to mammalian FGF's were found to be unpatentable due to lack 
of written description for that broad class. The specification provided only the bovine sequence. 

Therefore, only a method for screening a candidate compound for the ability to reduce 
cellular proliferation comprising providing a sublethal level of an antisense nucleic acid 
comprising SEQ ID NO: 1463, which reduces the activity of a gene product required for cellular 
proliferation, thereby producing sensitized bacterial cells, as described in claims 101 and 102, 
meets the written description provision of 35 U.S.C. 112, first paragraph. Applicant is reminded 
that Vas-Cath makes clear that the written description provision of 35 U.S.C. 112 is severable 
from its enablement provision (see page 1115). 
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Claims 12, 31, 45-69, and 71-102 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for a method for screening a candidate compound 
for the ability to reduce cellular proliferation comprising providing a sublethal level of an 
antisense nucleic acid comprising SEQ ID NO: 1463, which reduces the activity of a gene 
product required for cellular proliferation, thereby producing a sensitized bacterial cell as 
described in claims 101 and 102, does not reasonably provide enablement for a method for 
screening a candidate compound for the ability to reduce cellular proliferation comprising 
providing a sublethal level of an antisense nucleic acid comprising SEQ ID NO: 1463, which 
reduces the activity of a gene product required for cellular proliferation, thereby producing any 
sensitized cell, as recited in claims 12 and 85-100, or a method for screening a candidate 
compound for the ability to reduce cellular proliferation comprising providing a sublethal level 
of an antisense nucleic acid having at least 97%, 95%, 90% 85%, 80%, 70% sequence identity to 
SEQ ID NO: 1463, which reduces the activity of a gene product required for cellular 
proliferation, thereby producing a sensitized cell, as recited in claim 31 and 45-84. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or the invention commensurate in scope with these claims. 
This is a scope enablement rejection. 

The following factors have been considered in formulating this rejection (In re Wands, 
858F.2d 731, 8 USPQ2d 1400 (Fed. Cir. 1988)): the breadth of the claims, the nature of the 
invention, the state of the prior art, the relative skill of those in the art, the predictability or 
unpredictability of the art, the amount of direction or guidance presented, the presence or 
absence of working examples of the invention, and the quantity of experimentation necessary. 
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Claims 12 and 85-101 are drawn to a method for screening a candidate compound for the 
ability to reduce cellular proliferation comprising providing a sublethal level of an antisense 
nucleic acid comprising SEQ ID NO: 1463, which reduces the activity of a gene product required 
for cellular proliferation, thereby producing any sensitized cell. Claims 31, 45-84, and 102 are 
drawn to a method for screening a candidate compound for the ability to reduce cellular 
proliferation comprising providing a sublethal level of an antisense nucleic acid having at least 
97%, 95%, 90% 85%, 80%, 70% sequence identity to SEQ ID NO:1463, which reduces the 
activity of a gene product required for cellular proliferation, thereby producing a sensitized cell. 

To begin, as per the 35 U.S.C. 1 12 first paragraph rejection above for written description, 
there is no direction or guidance in the instant specification as filed for producing any sensitized 
cell, other than those bacterial cells described in claims 101 and 102. For example, what kind of 
cell will have the target for SEQ ID NO: 1463 encoding a gene product whose activity or amount 
is reduced such that the cell is sensitized? A sequence search of the relevant art reveals that SEQ 
ID NO: 1463 is an antisense nucleic acid 100% complementary to the YphC gene of the 
Staphylococcus aereus bacterium (see attached sequence hit list). It is noted that the prior art hit 
list reflects only microbial cells, and not higher organisms. Applicant's arguments, filed 
December 29, 2003 describe the YphC gene as being required for proliferation of 
Staphylococcus auerus (see Applicants Remarks, page 2, first paragraph). It appears that the 
prior art and Applicants Remarks filed December 29, 2003 describe that SEQ ID NO: 1463 will 
only target and sensitize bacterial cells, as opposed to any cell, including cells from higher 
organisms as broadly claimed. Significant trial and error experimentation would be required to 
practice the method over the scope claimed since the skilled artisan would need to determine 
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what kind of cell (e.g. protista, bacterial, fungal, plant, animal, etc.) will have the target for SEQ 
ID NO: 1463 encoding a gene product whose activity or amount is reduced such that the cell is 
sensitized, and serve to screen for candidate compounds which inhibit proliferation. There is no 
predictability whether any kind of sensitized cell can be produced by the methods recited, other 
than those bacterial cells described in claims 101 and 102. 

Second, and as per the 35 U.S.C. 112 first paragraph rejection above for written 
description, there is no direction or guidance in the instant specification as filed for providing a 
sublethal level of an antisense nucleic acid having at least 97%, 95%, 90% 85%, 80%, 70% 
sequence identity to SEQ ID NO: 1463, which reduces the activity of a gene product required for 
cellular proliferation, thereby producing a sensitized bacterial cell. The specification teaches 
SEQ ID NO: 1463, which reduces the activity of a gene product, thereby producing a sensitized 
bacterial cell as described in claims 101 and 102. The specification as filed fails to adequately 
describe those antisense nucleic acids with varying degrees of sequence identity to SEQ ID 
NO: 1463, which produces a sensitized cell. Because functionality alone as recited in the instant 
claims does not elucidate the structure (e.g. nucleotide sequence) it would require undue 
experimentation to practice the invention as claimed. The quantity of experimentation required 
to practice the invention as claimed would involve the determination of those antisense nucleic 
acids with varying degrees of sequence identity to SEQ ID NO: 1463, which reduces the activity 
of a gene product, thereby producing a sensitized cell. To practice the claimed methods, the 
skilled artisan would need to undergo undue trial and error experimentation, beyond the 
teachings and guidance of the specification to practice the methods, over the scope claimed. 
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Therefore, in view of the unpredictability of the art, the breadth of the claims, and the 
lack of guidance provided by the specification, one of ordinary skill in the art at the time of the 
invention would have required an undue amount of experimentation to make and use the claimed 
invention over the scope claimed. 



No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Terra C. Gibbs whose telephone number is (571) 272-0758. The 
examiner can normally be reached on M-F 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John L. LeGuyader can be reached on (571) 272-0760. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9*^7 (tojkfree). 
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